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DETAILED ACTION 
Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-10 and 21, drawn to polynucleotides from an expressed sequence tag 
library for use in detecting altered expression, classified in class 536, subclass 
23.1. 

II. Claims 11-12 and 14, drawn to a purified polypeptide encoded by a 
polynucleotide from an EST library, classified in class 530, subclass 300. 

HI. Claim 13, drawn to an antibody to a polypeptide, classified in class 530, subclass 
387.9. 

IV. Claim 15-16, drawn to a method of making a polypeptide by culturing a host cell, 
and the polypeptide produced, classified in class 435, subclass 70.1 

V. Claim 17, drawn to a method of treatment by administering an isolated 
polypeptide, classified in class 514, subclass 2. 

VI. Claim 17, drawn to a method for preventing, treating, or ameliorating a medical 
condition using a polynucleotide, classified in class 514, subclass 1 . 

VII. Claim 18, drawn to a method of diagnosing a disease using an isolated 
polynucleotide, classified in class 435, subclass 6. 

VIII. Claim 1 9, drawn to a method of diagnosing a disease using an isolated 
polypeptide, classified in class 435, subclass 5. 

IX. Claims 20 and 23, drawn to a method of identifying a binding partner for a 
polypeptide, classified in class 436, subclass 501. 
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X. Claim 22, drawn to a method of identifying a biological activity, classified in 
class 436, subclass 9.1. 
2. The inventions are distinct, each torn the other because of the following reasons: 
Inventions I and II are separate and distinct because the inventions are directed to 
different chemical types regarding the critical limitations therein. For Group II, the critical 
feature is a polypeptide, whereas for Group I the critical feature is a polynucleotide. It is 
acknowledged that various processing steps may cause a polypeptide of group II to be directed as 
,„ its synthesis by a polynucleotide of Group I, however, the completely separate chemical types 
of the inventions of Groups I and II supports the undue search burden if both were examined 
together. Additionally, polypeptides have been most commonly, albeit no, always, separately 
characterized and published in the Biochemical literature, thus significantly adding to the search 
burden if examiner together, as compared to being searched separately. Also, it is pointed ou, 
that processing that may connect two groups does not prevent them from being viewed as 
distinct, because enough processing can result in producing any composition from any other 
composition if the processing is not so limited to additions, subtractions, enzyme actions, etc. 

Inventions I and III are separate and distinct, as the claims of Invention 1 are drawn to 
polynucleotides, while the claim of group III rs drawn to an antibody. These are differing 
biochemical entities having differing biochemical properties, structures and effects. Invention III 
would require searching in areas unrelated to polynucleotides, and as such, would require an 
undue burden on the examiner if not restricted. 

inventions I and (IV, V, and VIII-X) are not related. The claims of Group I are drawn to 
polynucleotides, while the claims of Groups (IV, V, and VIII-X) are drawn to a method of 
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making a polypeptide and to methods of using a polypeptide. While the polynucleotide of Group 
I may encode a polypeptide made by the method of Groups (IV-V), no such limitation is recited 
in the claims of either Group, therefore the Groups are separate and distinct. 

Inventions I and (VI and VII) are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the process for 
using the product as claimed can be practiced with another materially different product or (2) the 
product as claimed can be used in a materially different process of using that product (MPEP 
§ 806.05(h)). In the instant case, the polynucleotides of Group I can be used in a materially 
different method, such as an amplification or sequencing reaction. 

Inventions II and III are separate and distinct as the polypeptides of Invention II are 
structurally and biochemically different than the antibodies of Invention III. While the 
antibodies may bind to the polypeptides of Invention II, the biochemical activities of each 
Invention are quite different, requiring differing methods and areas of search, which would 
impose an undue burden upon the examiner. 

Inventions II and IV are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP § 
806.05(h)). In the instant case the recombinant cells of Group II may be used in a process to 
make another polypeptide, in methods to study various aspects of cellular biology, etc. Whiles 
the cells of Group IV may express the polypeptides of Group II, such a limitation is not recited in 
the claims. In addition, the polypeptide produced n Group IV is not limited to be the polypeptide 
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of Group II, and may therefore be a different product. For these reasons, Groups II and IV are 
distinct. 

Inventions II and (V and VIII-X) are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
product (MPEP § 806.05(h)). In the instant case, the polypeptide of Group II can be used in 
various process, as recited in the claims of Groups V and VIII-X), or in a another materially 
different process, such as making antibodies or in a purification assay. Group II is therefore 
distinct from each of Groups V and VIII-X. 

Inventions II and VI-VII are not related. The claims of Group II are drawn to a 
polypeptide, whereas the claims of Groups VI-VII are drawn to methods of use of a 
polynucleotide and do not recite any relationship to or use the polypeptide of Group II. Group II 
is therefore separate and distinct from each of Groups VI and IX. 

Inventions III and IV are not related. The antibody of Group III has no relationship to the 
method of making a polypeptide of Group IV, and as set forth above, antibodies and 
polypeptides are considered separate in the art, therefore the Inventions are separate and distinct. 

Invention III is not related to any of Inventions V, VI, VII, VIII, IX, or X. The methods 
of Groups V, VI, VII, VIII, IX, and X do not recite the antibody of Group III, and the antibody of 
Group III is separate and distinct from any of the polynucleotides or polypeptides recited in the 
method claims, therefore Group III is separate and distinct from Groups V, VI, VII, VIII, IX and 
X. 
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Groups IV, V, VI, VII, VIII, IX, and X are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the 
instant case the different inventions are directed to methods which have different methods, 

starting materials, and goals. 

Sequence Election Requirement Applicable to All Groups 
In addition, each Group detailed above reads on patentably distinct Groups drawn 
to multiple SEQ ID Numbers. The sequences are patentably distinct because they are 
unrelated sequences, and a further restriction is applied to each Group. For an elected 
Group drawn to amino acid sequences, the Applicants must further elect a single amino 
acid sequence. For an elected Group drawn to nucleotide sequences, the Applicants are 
permitted to elect a single nucleic acid sequence (See MPEP 803.04). 

3. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, separate search requirements, 
and recognized divergent subject matter, restriction for examination purposes as indicated is 
proper. 

4. Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

5. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
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application. Any amendment of inventorship must be accompanied by a petition under 37 
CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alexander H. Spiegler whose telephone number is (703) 305- 
0806. The examiner can normally be reached on Monday through Friday, 7:00 AM to 3:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached on (703) 308-1 1 52. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 308-4242 and (703) 305- 
3014. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




Alexander H. Spiegler q I . /) a, o 
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